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Regulatory Framework Matrix

For each combination of source of requirement (x axis) + impact of the requirement (y axis) in the m
1 Biosafety (risks from microorganisms - accidental)

2 Biosecurity (risks from microorganisms - intentional)

3 Risks from GMOs (aka “environmental biosafety”)

4 Risks from alien/invasive species (aka “agricultural biosecurity”)

5 Risks from drugs




Source of Requirement

Int’l Legal Frameworks

- Membership of treaties/los

- BTWC, CWC, UN Conventions, WTO
(Membership & CBMs/similia), etc

- UNSRC1540 returns

Impact of Requirement IHR Implementation

Lab Infrastructure or Equipment Design

and Operation

Equipment specifications

International Health Regulations (2005)

Organization

- Mission & Responsibilities
- Hospital Infection Control

- Ethics, RCR
- Accreditation/Licensing
- Intellectual Property Rights

animal welfare




Worker/Personnel
- Health and Safety
- Competence/Titles




Industrial Processing and Production
Process safety
Good manufacturing practices

BTWC - acceded 19 Jan 1982

Geneva Protocol




Criminalization of misuse
- To cause harm
- Doping
- lllegal drugs

International Convention for the
Suppression of Terrorist Bombing
(1997)

International Health Regulations (2005)

Biological and Toxin Weapons
Convention (1982)




Infectious Biological Agents and Toxins
- Possession, acquisition, handling, disposal
- Transfer, transport, import/export

Cartagena Protocol

Genetically Modified Microorganisms
(GMMs)

import/export
transport




storage and handling
disposal

Environment/Community
- Food safety
- Water and air safety
- Medical Waste







Trade
- Import/Export permits




atrix below, consider these 5 types of risks from biological materials where oversight relevant for BR




Int’l Guidelines or Standards
adopted nationally

- 1SO

- CEN

- WHO, OIE, FAO, IPCC, Codex
Alimentarius

























M in the country could exist:




Nat’l Laws
- Acts

Law No.93 0of 1976 on

Law No. 5 on the standards
and specifications

Law. No. 106 on Health
(peaceful uses of biological

Law of 1965 for prevention of
animal epidemic and
infectious diseases

Law No. 17 on Medicial
Liability

Law No. 5 on the standards
and specifications




Law No.93 0of 1976 on

Law No. 2 on the use of ionizing
radiation and the prevention of
its dangers

Law No. 13 on roles related
to domestic services




Law No.93 of 1976 on
industrial and public safety

Great Green Document on
Human Rights in the Age of
the Masses (June 1988)

Law. No. 106 on Health
(peaceful uses of biological

processes in the medical
field)




Export Act No. 38 of 1968

Import Act No. 64 of 1971

Law No. 4 of 1973 on
provisions for the transfer of
hazardous materails on
public roads




Law. No. 106 on Health
(peaceful uses of biological

processes in the medical
field)

Law of 1965 for prevention of
animal epidemic and
infectious diseases

Customs Act No. 67 of 1972
as amended by Act No. 10 of
1981

Law No. 27 on Protection of
Plants

Law No.4 0f 1973 on
provisions for the transfer

Customs Act No. 67 of 1972
as amended by Act No. 10 of
1981

National Strategy for the
Conseravation of Biodiversity




Law No. 2 on the use of ionizing
radiation and the prevention of

Law No.3 - Regulation of
exploitation of water sources

Law No.5 on the prtotection
of grasslands and forests as
amended by Law No. 14
(1992)

Law No. 17 on grazing
organization

Law No. 27 on Protection of
Plants

Law No. 14 on the
exploitation of marine wealth

Law No. 15




Protocol on specially protected
areas and biodiversity in the
Mediterranean

Law No.15 on the protection
of agricultural land and its
amendments

National Strategy for the
Conseravation of Biodiversity

Law. No. 15 on Protection of
the Environment

Export Act No. 38 of 1968




Import Act No. 64 of 1971

Law of 1965 for prevention
of animal epidemic and
infectious diseases

Customs Act No. 67 of 1972
as amended by Act No. 10 of
1981




PO




Nat’l Governmental Regulations
(enforceable requirements)
- Usually used to implement Acts

Permanent National Committeee on
Bioethics and Biosafety

Decision No.11 - reorganization of
health-care services

Decision No. 24 - adoption of
national strategy for primary health
care.

Decision No. 654 - The issuance of
the health guidelines

Strategy of scientific research and
technological development

Integrated Management of Medical
Wastes (DRAFT)

Management of hazardous
materials




Proposal of legislation for early
warning system for disease
outbreaks (DRAFT)

Review of the health law No. 106
(1973) and propose amendments
according to national and
international legislations (DRAFT)

Propose legal text for doctors
working in Libya (DRAFT)

Establish legal text for pharmacists
serving the Great Jamahiriya
(DRAFT)

pecClSIONn NO. 1L -Teorganizdation or

hoalth.rcaro carviroc

Decision No. 24 - adoption of
national strategy for primary health
care.

Regulations of Law No. 2 (1971) on
mines and quarries

Decision No. 654 - The issuance of
the health guidelines

Regulations of Law No. 2 (1982) on
the organization of the use of
ionizing radiation and the prevention
of its risks

Compilation of national legislation
dealing with pathogenic
microorganisms, poisons, biological
waste and propose uniform
legislative text

Integrated Management of Medical
Wastes (DRAFT)

Management of hazardous
materials




The National List of Safety and
Occupational Health

Develop Legislative text for those
involved in medical and food
laboratories (DRAFT)

Strategy of scientific research and
technological development

Guide to the standard specification
of the Jamahiriya in 2007, which
include all laws on specifications and
standards related to food products
and public health

Management of hazardous
materials

The National List of Safety and
Occupational Health

Permanent National Committeee on
Bioethics and Biosafety

Decision No. 350 - Drug Rules




Guide to the standard specification
of the Jamahiriya in 2007, which
include all laws on specifications and
standards related to food products
and public health

Compilation of national legislation
dealing with pathogenic
microorganisms, poisons, biological
waste and propose uniform
legislative text

Management of hazardous
materials

Proposal of legislation on how to
deal with pathogenic
microorganisms and preparation of a
list of diseases with respect to
humans, animals, and plants (DRAFT)

Proposal of a draft law that prevents
herbal dealers without doctor
consultation

Permanent National Committeee on
Bioethics and Biosafety

Strategic research in agriculture

Guide to the standard specification
of the Jamahiriya in 2007, which
include all laws on specifications and
standards related to food products
and public health




National Biosafety Framework
(NBF) of the Libyan Arab Jamahiriya

Compilation of national legislation
dealing with pathogenic
microorganisms, poisons, biological
waste and propose uniform
legislative text

Management of hazardous
materials

Proposal of legislation for early
warning system for disease
outbreaks (DRAFT)

Proposal of legislation on how to
deal with pathogenic
microorganisms and preparation of a
list of diseases with respect to
humans, animals, and plants (DRAFT)

Permanent National Committeee on
Bioethics and Biosafety

Strategic research in agriculture

National Biodiversity Strategy

National Biosafety Framework (NBF)
of the Libyan Arab Jamahiriya

Management of hazardous
materials




Proposal for regulations of the Law
No. 15 (2005) on the protection
and improvement of the
environment (national law on
biosafety)

Proposal of a law which limits
trade of genetically modified food
and its products with the
Jamahiriya (DRAFT)

Permanent National Committeee on
Bioethics and Biosafety

Regulations No. 15 (1371) on the
protection and improvement of the
environment

Decision No. 386 - Issued under the
guidelines of Law No. 7 (1982) for
the environment protection

Decision No. 7 - The implementing
guidelines of Law No. 14 (1989) on
marine wealth exploitation

Regulations of Law No. 2 (1982) on
the organization of the use of
ionizing radiation and the prevention
of its risks

Decision No. 3 - The necessary
precautions that should be taken for
the protection of grasslands pastures
and forest from burning

Decision No. 853 - the classificatiom
of sanitation




National Programme for the
environmental sanitation

National Biodiversity Strategy

National Biosafety Framework (NBF)
of the Libyan Arab Jamabhiriya

Guidelines for agricultural pesticides
management

Integrated Management of Medical
Wastes (DRAFT)

Management of hazardous
materials

Proposal for regulations of the Law
No. 15 (2005) on the protection
and improvement of the
environment (national law on
biosafety)

Proposal of legislation for early
warning system for disease
outbreaks (DRAFT)

Review of the health law No. 106
(1973) and propose amendments
according to national and
international legislations (DRAFT)

Proposal of a law which limits
trade of genetically modified food
and its products with the
Jamahiriya (DRAFT)

Decision No. 350 - Drug Rules




Compilation of national legislation
dealing with pathogenic
microorganisms, poisons, biological
waste and propose uniform
legislative text

Proposal of legislation on how to
deal with pathogenic
microorganisms and preparation of a
list of diseases with respect to
humans, animals, and plants (DRAFT)




Black Te
Red Te:
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Nat’l Non-Governmental Guidelines
(recommendations)

- Professional/Industrial Associations

- Have regulatory authority? Enforced on
members (face exclusion, not allowed to work)?
Voluntary or mandatory?

- Codes of conduct/practice

























U.S. DEPARTMENT OF

ENERGY

Sandia
National
Laboratories

Sandia National Laboratories is a multi-program laboratory
managed and operated by Sandia Corporation, a wholly
owned subsidiary of Lockheed Martin Corporation, for the
U.S. Department of Energy?s National Nuclear Security
Administration under contract DE-AC04-94AL85000.

Probable or Confirmed Assignment
Unsure/tentative assignment




Provincial or Local Requirements (federal
systems?)










biological research review committees at
Garyounis, Alfateh and Sabha Universities




biological research review committees at
Garyounis, Alfateh and Sabha Universities




biological research review committees at
Garyounis, Alfateh and Sabha Universities













Register of Relevant Organizations

200 .

§  prepartion of aws and regulations

Ministry Of FAUEation. e 1 cllscence and molecular
biology rescarch.

Legal Register of Applicable Laws/Frameworks

Name Domestic or International Yea

[ staws _[Not

Domestic 1372 NBF Enforced Decision

Issued under the guidelines of Law

o W e e No. 7 (1982) for the environment
protection

Wasn't deposited in Libya unid late
1971

International 1925 UNSCR 1540 Matrix Int!l Legal Framework Current

Law No. 14 (1989) on marine
wealth exploitation

Domestic 1970 NBF Enforced Decision

Center for Marine Rescarch. The Cen
Esablished by development and exploitation of
National People's  marine wealth and investment using

el T e

Minisry of
Agriculure, Animal,
and Masine Wealth.

“The Cartagena Protocol was
established by this convention.
“The Environment General Authority
(EGA) is the national focal point for
the Convention, and is responsible for
the implementation of Libyan
obligations to the convenion.

Convention on the Conservation of Migeatory Species of Wild Libya is part of the so-called mass-scale
Animals (CMS)

and became a party on 24/06/2002.
National focal poiat is the
Environment General Authority.

This i the geoups that collaborates

obligations and commitments
Itis a scientific, regulatory and
advisory body concerned with

General PRI’ copservation of biokogiel sesourees,

N . '
O T
o [ )

planning of the community.

during the era of Libyan Arab
NBE N/A Jomt

of Law No.2
(1971) on mines and quarries

Domestic 1971 NBF Approved Regulation

Law No. 4 of 1973 on “The law contains 15 articles relaied
t© hazardous materials and the

penalies prescribed in relation to

Domesic 1973 NBE Enforced Law R

Law of 1965 for prevention of
animal and

infectious diseases.

Domestic 1975 NBF Enforced Law.

Customs Act No. 67 of 1972 as Export control legislation in place
amended by Act No. 10 of 1981 Control of importation

Domestic 1981 UNSCR 1540 Mawix  Enforced Law Current

Regulation of exploitation of water

Domestic 1982 NBF Enforced Law. [oniiezs



Replaced the Cenerin

gulations of
(lQEZ)undz:mgmindmof

implementation of education and
Committee No. 13010 tzining programmes i the oilindustry

Ministey of Oil

d:ﬂmnanmdhnwmhm:ﬁtfmm
the grazing rights and penaltes
mentioned on the articles 2-4 and
7

UNSCR 1540 matrix. Ministry of Health ~ biological weapons and related.
materials.

Law No. 27 on Protection of
Plants

Domestic. 1986 NBF Enforced Law. agricultural quarantine)

Established in

accordance with
decision of the General scientific forums.

UNSCR 1540 Macrix No. 874 0F2003;  tescarch cthics in the scientific side of Domestic 1989 NBF Enforced Decision
afflsted to cloning, and the preparation and.
National Authority for documentation programmes on
Scientific Rescarch  research erbics.
*Follow-up of the inernational
conventions and treates and the resuls
of their implemenation.



Research Centre for Renewable Energies and Water “This centre focuses on safe use of Law No. 5 on the standards ‘The latest versions of the center
Desalination st s and specifications focused on specification and.
[ S standard that related to food
R s industries, building materials,
envitonmental resateh and monitoring textileindustries, chemical and.
of adioacive source and muckar industrics, eather
5018 to casure s safey use. industries, metallurgical industry,
Oe of the erucial activiies of this ires and rubber products, ceramics
Centre is sae use of nuclar 5
i and glass industries, forniture,
techaology inthearess of medicine, dxmg":mdmdmm’ industrics,
NBE oy Domestic 1990 NBE Enforced Law wlmdmm i, md,,,,,y
and equipment, road
mamgmu.\tmd
quality insurance.

‘The Public Authority for the Environment tho.unnt.hegrulhndl

Hinforcesthe legislrion nccessary 0
control

border crossings,
export/import and other transfers of
biological weapons and related

Related to the replacement of some
asicles of ule No of 1982

materials.

UNSCR 1540 matsix ~ Agriculture, Animal, Domestic 1992 NBF Enforced Law.
and Marine Wealth

Decision No. 853

agencies as well as strict penalties
for those who contravene these
-

The classification of sanitation

Domesic 1993 NBE Enforced Decision
the Faculy of Scences and work s
focused on DNA isolation from
aganclis (such as Mitochondsia), in
NBE Fducation and  tissue culure for propagation of wild Domestic 2000 NBF Strategy
Scientiic Rescarch  plans that are threatencd with.
extincion.
The Agreement was aimed at

training in the detection of food
and assistance in the establishment

Tnternational 2000 NBE Agreement A=l Eermy e o]
inspection of food.

“This Agreement vas signed i
mwmmma:

scientific research in the area of



National Strategy for the
Conseravation of Biodiversity

Egyptian Atomic
Authority. It aimed at joint

scienific research in the field of
peaceful use of atomic energy and.
e
Drug roles
2005 NBF Enforced Decision

International Convention for the
protection of migratory species of
animal.

Strategy of scientific rescarch
and technological
development

Domestic 2006 NBF Strategy

Guide to the standard

products and public health

Specification

“The aim of this agreement is
training in the use of genetic
engincering for modification of

Tnternational NBF Agreement i,

Cooperation Agreement
the Bulgarian Institute (EPR)

cadiation including the
establishment of oint research and

provision of necessary training






